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21 CFR Ch. I (4–1–12 Edition) § 522.542 

(vi) Federal law restricts this drug to 
use by or on the order of a licensed vet-
erinarian. 

[41 FR 28265, July 9, 1976] 

EDITORIAL NOTE: For FEDERAL REGISTER ci-
tations affecting § 522.540, see the List of CFR 
Sections Affected, which appears in the 
Finding Aids section of the printed volume 
and at www.fdsys.gov. 

§ 522.542 Dexamethasone-21- 
isonicotinate suspension. 

(a) Specifications. Each milliliter of 
sterile suspension contains 1 milligram 
of dexamethasone-21-isonicotinate. 

(b) Sponsor. No. 000010 in § 510.600(c) of 
this chapter. 

(c) Conditions of use. (1) The drug is 
used in the treatment of various in-
flammatory conditions associated with 
the musculoskeletal system in dogs, 
cats, and horses. 

(2) It is recommended for 
intramuscular administration as fol-
lows: Dogs—0.25 to 1 milligram; cats— 
0.125 to 0.5 milligram; horses—5 to 20 
milligrams. Dosage may be repeated. 

(3) Clinical and experimental data 
have demonstrated that corticosteriods 
administered orally or parenterally to 
animals may induce the first stage of 
parturition when administered during 
the last trimester of pregnancy and 
may precipitate premature parturition 
following by dystocia, fetal death, re-
tained placenta, and metritis. 

(4) Not for use in horses intended for 
food. 

(5) Federal law restricts this drug to 
use by or on the order of a licensed vet-
erinarian. 

[42 FR 37543, July 22, 1977, as amended at 47 
FR 14703, Apr. 6, 1982] 

§ 522.558 Dexmedetomidine. 
(a) Specifications. Each milliliter of 

solution contains 0.5 milligram (mg) of 
dexmedetomidine hydrochloride. 

(b) Sponsor. See No. 052483 in 
§ 510.600(c) of this chapter. 

(c) Conditions of use—(1) Dogs—(i) In-
dications for use and amount. (A) For 
use as a sedative and analgesic to fa-
cilitate clinical examinations, clinical 
procedures, minor surgical procedures, 
and minor dental procedures, admin-
ister 375 micrograms (μg) per square 
meter (/m2) of body surface area by in-
travenous injection or 500 μg/m2 of body 

surface area by intramuscular injec-
tion. 

(B) For use as a preanesthetic to gen-
eral anesthesia, administer 125 μg/m2 of 
body surface area or 375 μg/m2 of body 
surface area by intramuscular injec-
tion. 

(ii) Limitations. Federal law restricts 
this drug to use by or on the order of a 
licensed veterinarian. 

(2) Cats—(i) Amount. 40 μg/killogram 
by intramuscular injection. 

(ii) Indications for use. For use as a 
sedative and analgesic to facilitate 
clinical examinations, clinical proce-
dures, minor surgical procedures, and 
minor dental procedures; and as a 
preanesthetic to general anesthesia. 

(iii) Limitations. Federal law restricts 
this drug to use by or on the order of a 
licensed veterinarian. 

[72 FR 263, Jan. 4, 2007, as amended at 72 FR 
19797, Apr. 20, 2007; 72 FR 51365, Sept. 7, 2007; 
75 FR 60308, Sept. 30, 2010] 

§ 522.563 Diatrizoate meglumine and 
diatrizoate sodium injection. 

(a) Specifications. Diatrizoate 
meglumine and diatrizoate sodium in-
jection contains 34.3 percent dia-
trizoate meglumine and 35 percent dia-
trizoate sodium, or 66 percent dia-
trizoate meglumine and 10 percent dia-
trizoate sodium, in sterile aqueous so-
lution. 

(b) Sponsor. See No. 053501 in 
§ 510.600(c) of this chapter. 

(c) Conditions of use. (1) It is indicated 
for use in dogs and cats for visualiza-
tion in excretion urography, including 
renal angiography, uretography, 
cystography, and urethrography; 
aortography; angiocardiography, pe-
ripheral arteriography, and 
venography; selective coronary arteri-
ography; cerebral angiography; 
lymphography; arthrography; discog-
raphy; and sialography. It is also useful 
as an aid in delineating peritoneal her-
nias and fistulous tracts. 

(2) For excretion urography admin-
ister 0.5 to 1.0 milliliter per pound of 
body weight to a maximum of 30 milli-
liters intravenously. For cystography 
remove urine, administer 5 to 25 milli-
liters directly into the bladder via 
catheter. For urethrography admin-
ister 1.0 to 5 milliliters via catheter 
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